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Overview of Device Regulation

« CDRH Is responsible for regulating firms
which manufacture, repackage, relabel,
and/or import medical devices sold in the
United States.

 CDRH regulates radiation-emitting medical
and non-medical electronic products such
as lasers, x-ray systems, ultrasound
equipment, microwave ovens and color
televisions.
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Medical Devices are Classified as
Class |, I, and Il

Regulatory control increases from Class | to Class Il

— Most Class | devices are exempt from Premarket
Notification 510(k)

— Most Class Il devices require Premarket Notification
510(k)

— Most Class Il devices require Premarket Approval
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Device Classification

 Depends
— Intended use
— Indications for use
— risk to patient
— risk to user

* Class | includes devices with the lowest risk and
Class Il includes those with the greatest risk

o /4% of the Class | devices are exempt from the
premarket notification process
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Office of Device Evaluations

* Responsible for the evaluation of
premarket submissions from the medical
device Iindustry

* Plans, coordinates, and renders Agency
decisions regarding marketing medical
devices in the United States
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Office of Device Evaluation (cont)

Four types of premarket submissions:

— Premarket notification submissions known as
510(K)s

— Premarket approval applications (PMAS)
— Product development protocols (PDPSs)

— Humanitarian device exemption applications
(HDES) 7
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Presentation Notes
Most devices are cleared for marketing through the 510(k) process with the PMA requirements applying only to high risk class III devices.  ODE also coordinates Center classification activities; reviews and initiates petitions for reclassification of devices; interacts with and provides support to the advisory panels which make recommendations on FDA actions regarding select devices; and participates in the Center's postmarket surveillance and enforcement activities, including the continuing review and medical evaluation of device labeling and clinical experience. 




Drug Administration www.fda.gov

and Promoting Public Health

Office of Survelllance and
Biometrics

 Responsible for the evaluation of postmarket
device safety and effectiveness once the
device Is on the market
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Office of Surveillance and
Biometrics

Recelves and Evaluates Adverse Events
— MAUDE Database Search
— MedSun Reports

Postmarket Safety Communications

— Medical Device Safety Communications

— Public Health Notifications (Clinicians)

— Patient Alerts (Devices)

— MedSun Newsletters

— FDA Patient Safety News Video Broadcasts 9
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Office of Surveillance and
Biometrics (cont)

Postmarket Studies
— Post Approval Studies Status
— 522 Postmarket Surveillance Studies Listing

10
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What i1s a Guidance Document ?

* Represents FDA's current thinking on a
topic

e Does not create or confer any rights for or
on any person

* Does not operate to bind FDA or the
public

« Alternative approaches are allowed

11
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Guidance Documents

* In general there are two types

— General
* Non binding recommendations to manufacturers

— Special Control
* More prescriptive

12
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Presentation Notes
After the document is generated it is posted for pubic comments. The Agency will take the comments into consideration during the development process.  
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Guidance for Industry and FDA Staff

Total Product Life Cycle: Infusion

Pump - Premarket Notification
[510(k)] Submissions

DRAFT GUIDANCE

Thas pmdance document 1z being diztributed for comment purposes only.
Document 1zswed on: April 23, 2010

Comments and sugeestons reganding this draft docwment should be sobmuted within 20 days of
publication n the Faderel Regirigr of the notice annpancing the availability of the draft goidance.
Subomit written comments o the Divisioo of Dockets Manazemeni (HF A-305), Food and Drus
Admimistraton, 5630 Fishers Lane, rm 1061, Fockwille, MD 30852, Alematively, electronic
Ccomments may e suimited to bitpowwrw resulations. zov. Al commienis should be idsntified
with the dockst member listed in the notce of avallability that publishes m the Faderal Resisiar.

For questions reparding this document, confact Alan Stevens, Geparal Hospital Devices Branch,
Office of Device Evaluation at 301-785-6294 or via email at alan, steversiaifda his goy

For quasiions reparding assimance casas, please coniact Bichard Chapmeam, Division of Software and
Elecimical Engineering, Office of Sciance and Epzimeering Laboratories at 301-T88-2585 or via email
at mchard chapmangafda Bhs zov.

For quastions reparding pra-clearance inspections, please contact WValeris Floamoy, Gereral Hospital
Dievices Branch, Offtce of Compliance. at 301-796-5770 or via email at
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Presentation Notes
Link to PDF version of Infusion Pump Guidance Document
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Thank you
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Presentation Notes
FDA’s purpose is to gather information to develop a guidance document medical devices used in the home, keep that in mind as you listen to morning speakers and also during the break out sessions.
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